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AC52QN: Notice. 

S~~~A~~~ Drug Administration (FDA) is announcing the 

dQcnment entitle r Industry: Use of ucleic Acid Tests o Pooled and ~nd~~~dua 

Samples Fro Blood and Blood Components for transfusion to Adequately 

and Approp~ateIy Reduce the Risk of Transm~ssiu~ of HIV-1 and HCV” dated 

nidan~e document would inform all establishments that manufacture Whole Blood that FDA 

a nucleic acid test ( T) to identify human i~unode~~i~n~y virus type 1 (HIV- 

) and hepatitis C virus (HCV) in Whole Blood donations. The draft document re~o~ends that 

lement licensed HF&-1 and HC AT wizen 6 months of issuance o 

FnA of such implementation ecified procedures- 

‘t written or eXec onie comments on the draft guidance to ensure their adequate 

consider rep~at~on of 

time. 

ster]. General comrne uidance documents are we 

~~~~~SSES~ ?hb t written requests for single copies of the draft guidance to the Office of 

urination, Training, and anufa~~rers Assistance (HFM-40), Center for ~io~og~~s 
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evaluation and Research (C ER), Fuud and Drug A ministration, 14 ockville Pike, R~ckville~ 

52-1448. Sen one self-addressed adhesive la el to assist the office in recessing ycmr 

reqnests~ e d~~~rnent may also be obtained by mail by calling the CBER Voice I~f~~ati~ 

ystem at ~-~~~~35~~~9 or 3~1-~2~-1~~~, or y fax by calling the FAX Info 

AX or 30X--827-3844, See the S~PPLEM~N~A~~ I~F~~~AT~~~ section for 

elec c access to the draft guidance. 

e document to he Dockets Management ranch (I-IFA-3 

Drug Adminis~ation, 5630 Fishers Lane, r-m. 1061, D 20852. Submit 

ts to http~~~www.fda”g~v/d~ckets/ec~~ents. 

THER INFU~MATIUN CONTACT: Nathaniel L. Geary, Center for Biologics Evaluation and 

esearch ( 7), Food and Drug Adminis ation, 140 1 Rockville Pike, Rockville, 

1448,301-827-6210. 

KIN: 

e availabili~ of a draft d~cnm~nt entitled “Guidance for Industry: 

f Nucleic Acid Tests on Pooled and Individua Samples From Donors Q Whole IHood and 

~mp~nents to Adequately and Appro riately Reduce the Risk of ~~ans~ssi~n 

arch 2002. FDA’s final le (66 FR 31146, June 

~~Reqn~~ments uman Blood Donors for Evidence of Infection Due to Cu~uni~able 

Disease Agents~ became effective on December 10,2002. Under 21 CFR 6I~.4~(b~, ma~ufac~re~s 

“‘must pe ore such [screening] tests as necessary to reduce adequately and 

the risk of trans ’ ssion of ~Q~unicable isease” (66 FR 31146 at 31 

rearnble to the final ru at the standard fur adequate and appropriate testing will change 

as oves new testin technology- We explaine that, “* * * we intend to regul~ly issue 

desc~bing those tests that we believe would adequately and r~p~ately reduce the 

unicable disease agents” (66 FR 31146 at 
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of NAT to identify HIV-l and change the testing 

reducing the risk of transmission of those diseases. 

ends that manufacturers implement HIV-l and HCV nucleic acid testing within 

onths of issuance of a final guidance. The draft guidance specifies how you should notify 

FDA of such ~mplementati under 22 CFR 60Lf2. 

raft guidance is ing issued consistent wit FDA’s good guidance ractices regulation 

uidance document re resents the agency’s current lining on this 

fer any rights for or on any person and does nut operate to bin 

A or the lit. An a~te~ative approach may be used if such approach satisfies the requirement 

icable sta~t~s and regulations. As wi other guidance documents, F7)A does not intend 

e awl-inclusive and cautions that not all ~nf~~ati~n may be ap 

~~nrnent is intended to provide ~nfo~atiun and does not set forth requirements* 

~~~rne~t is being d~st~bnted for client purposes only and is not intende 

implementation at this ti e. interested persons may su mit to the Dockets management Branch 

written or electronic comments reg~d~ng this draft guidance d~~urn~~t. S~b~t 

w~tten ectronic advents to ensure adequate consideration in preparation of 

y [insert ~~~~ 90 days after date of ~~~~~c~~~Q~ in the Federal Regisf;er] e Two copies 

of any ten comments to be sub~tted~ except individuals may submit one co Clients 

shauXd be ~denti~ed with e docket number found in the brackets in the heading of s du~ument~ 

A COPY e dQ~~rnent and received comments are available for public ex~nati~n in 

g~ment Branc between 9 a.m. and 4 p- ., Monday through Friday. 




